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PL2 BIOEQUIV ALENCE STUDY : PRACTICAL APPROACH 
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2.4.4.3 Sensitivity 

2.4.5 Limit of quantitation 

2.4.6 Specificity 

2.5 Pharmacokinetic parameters data 
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Total 23 
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Subject (£!~~ce) 10 
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SSQ MSQ = SSQ!l MSQ!MSS 4.96 

SSS MSS = SSS/10 MSS!M E 
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2.98 

SSP MSP = SSP!l MSl MSE 4.96 

SSF MSF = SSF!l MSF, MSE 4.96 

SSE MSE = SSE/l 
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2.8.2 ANOVA a1"'1~U parallel design a = 0.05, n1 = n2 = n = 24 
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Source of variation df Sum of squares Mean square Fe F, 

Total 47 SST - - -

Formulations J..-1 1 SSF MSF = SSF!l MSF!MSE 4.05 

Error 41~1 46 SSE MSE = SSE/4 - -
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mean observed response with formulation i, i = T, R 

(where T and R denote the test and reference formulations) 
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